CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:
86954

ADMINISTRATIVE DOCUMENTS




o

L%

R

.‘ll[ »

NDA NUMBER

NOTICE OF APPROVAL

NEW DRUG APPLICATION OR SUPPLEMENT DATE APPROVAL LETTER ISSUED

86-954
TO: FROM:
. . reau of Dru FD
Press Relations Staff (HF1-40) ‘@u © S"
{T] Bureau of Veterinary Medicine
ATTENTION ‘
Forward original of this form for publication only after approval letter has been issued and the date of
approval has been entered above. 1
TYPBE OF APPLICATION CATEGORY

SUPPLEMENT

SUPPLEMENT ABBREVIATED
[JoRtcinAL NOA D*ro NO A ORIGINAL NO ,,‘D TO ANDA YY] HUMAN M} vETERINARY
R NAME (or other desig %) ; Egmaopmznav NAME ¢if any) OF DRUG,
LREA d

DOSAGE FORM HOW DISPENSED

Probenecid with Colchicine - XXHRx Dore

ACTIVE INGREDIENTI(S) (a8 declared on [abel. List by established or nonproprietary name(s) and include amount(s), if amount is

declared on label.) Tabl ats

Probenecid, 500 mg
Colchicine, 0.5 mg

NAME OF APPLICANT (Include City and State)

Lederle Laboratories Diyision
American Cyanamid
Pearl River, NY 10954

PRINCIPAL INDICATION OR PHARMACOLOGICAL CATEGORY

COMPLETE FOR VETERINARY ONLY .

Au.ﬂiéﬁﬁéﬁiﬁoa WHICH APPROVED

COMPLETE FOR SUPPLEMENT ONLY

CHANGE APPROVED TO PROVIDE FOR

FORM PREPARED BY

NAME DATE

C M Smith

FORM APPROVED BY

NAME oATE

J L Meyer

FORM FD 1642 (2/75) PREVIOUS EDITION MAY BE USED UNTIL SUPPLY IS EXHAUSTED.
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{DESI 12177
COMRNATION DRUG CONTAINING

PATTHSZOPOI'AMINE  KESIN AND

METHAGUALCONE RZSIN

Drigs for Human Use; Drug £S zacy
Study lmpir:mer:toﬁon
The Frod ana Drug Admiaistralion

h 2 evaluaed a repord received .'rom the

ienzsl Acadeiny of Sceiences-IVational
h founcil. Drug Fdicaer Siludy
Group, on tac following antichelinergic-
seodative drug:

Dimeihiocol Cavsuiles contzining meth-
scopoiarning resin and methagualone

resin (formerly cailed Akalon-T 5’ Cap-

sules and Akalon-T ‘103" Capsuies);
Strasenburgih  Laboratcries, Division
Peiuvwait Corp, 755 JiZerson Rosad,

Rochesier, Y. 14623 (:7DA 12-1772,

Such dnues are re:arded 25 rew drugs
(21 UES.C. 221ip)), Th=2 effectiveness
classification and inarkeiing status are
deseribad beiow,

A. Efectivenees  clgssification. The
Pocqd and Drug Acdiministration has con-
sidercd the Accaemy's report. as well as
other a v" i;able evidence. und concludes
that ti: Mol ranm &iug is possivly

202120 1A hiomS,

siesus,  Marseung of
labeling which Tecom-
5 1t5 vne ior indicarions
Y cizzsified as nesai-
bly effeciive mw oe crutinued for 6
months as ¢eserived in paragraphs (ds,
(e}, arnd (f7 of the notice “Conditions for
Merkedng New Drugs Evaluated in Drug
Efficacy Stady,” publisvis-% in the PepensL
Rrester dwiy 14, 1970 W25 2.l 11273,
A copy of the Academy’s report has

ﬂ"l’ch\'l) lf“‘ e

5 }

been furnished to the firm referred to
above, Conumunitations forwarded in re-
sponse to 5 announcernent showid be

Identifesl it the reierence number
DESI 12177, cirected to tne attention of
the appropriate office liszed below, and
addressed to the Food anc Drug Admin-
istration, 5€00 Fishers Lane, Rockville,
Md. 208352

Su;)plements (identify with NDA numbher):

fice of Scieptific Evaluation (BD-i00),
Bvrr*u of Drugs.
G~ vieodeie ennliciionz: CToe ef

saie :.'..:xc Traluation (BD—IOO) Bureau of
Drugs.

Requesis for the Academs s repart: Drug
Eificacy Study Informariom Control (ED-
67), Bureau of Drugs.

All other communiczatons rezardirg this an-
nouncement: Drug EMcacy Study Imple-
mentaticn Pmject Office (BD-60), Bureau
o{ Drugs.

FEDERAL

Dated: Julv 11, 1572,
.v\" . FINE,

ASSO 4,:: e iin it X

YOY‘ Tt

. lz -11721 Filed 7—_,-.-_;,9.;.1,‘

{FRD

{DEST 1238%]

COMEIMNATION PRCPARATICN CON-
TARMNING PRO3JENECID AND COL-
CRICHRE

Drugs for Human Use; Drug Efficazy

Study Implemeniation

The Food and Drug A"‘nil istration
has eval 'xtvd a report received from the
National Academy of Sciences-National
Research Council, Drug mecy Study
Group, an tiie follewing drug

CoiBenemid Tablets con’.ni.nng m‘o—
benecid and colchicine; Merck Sharp &
Dolime, West Point, Pa. 19426 (NDA
12-383).

Such drugs are regarded as new drugs
(21 U.S.C. 321(p)). Supnemental new-
drug apylications are required to revise
the labeling in and to updste previously
appreved applications providing for such
arugs. A new-drug epplication is required
from axny person marketing such drug
without apnroval. .

A. Eficctiveness classification. The
Food and Drug Administration has con-

sidered the Acadewny's report, as well as

other avaliable evidence, and concludes
that nrobenecid with cclchicine is effec-
tive foo tho trealmment of chirouic gouty
arthritis when comuiicated by fxequent.
recurrent. ncute attacks of zou

B. Coruditicns for approu‘l and mera-
Leting. Tne Frod and Drugy Adminiscra-
tion is prepared to approve grhrgiiofos
Lew- d"ug apniications and abbreviated
cupplements w previously approved
new-druz applications undar conditions
described herem.

1. Form of drug. Probenecid with ccl-
chicine preparations are in tablet form
suitakle for oral administration.

2. Lebeling conditions. a. The label
bears the statemient, “Caution: Federal
law prohubits disvensing withotut pre-
scription.”

b. The drug is labeled to comply with
all requirements of the Act and regula-
tions, and the labeling bears adequate
information for safe and effective use
of the drug, The “Indications™ seciion is
as follows:

TNDICATIONS

Por the treatment of chronie gouiy arthri-
tis when complicated by frequeat, recurrent
scute aliacks of gout.

3. Markeling siatus. Markeiing of such
drugs may be continued under the con-
aitions described in the notice entitled
“Conditions f{or Marketing New Drugs
Evaluated in Drug Eﬂ“cacy Study,” pub-

lished in ihe Ferrcear R

IAIYTRS, HES

Jule 18

=”z[ur i L" to ) lnber 100

nion at d
G 2na
3 own-v?é.i' .

b. For anv perzon who dres vor Yaid
an approved or ctivctive new-cruy an-
rdicution, the submission of an abb:e-
viated new-ditgy appliciation as deserived
in paragrabn (a) (3 (i) cf that rouce.

¢. For any distributor of the druz, <hie

use of Ilcheling i accord with thi
nouncement for sowv such drug siur
witiin the jurisd .Jf.mn of U.o AL Qs
sclibad in paragrant (b) of that ro X

A coby ol tir Academy’s repoly A..ls
been fumished to the fIrm refen
above, Communications forvarvds
spons2 to this anncunceinent sh
iqentified with the reference
DESI 12383, dirccted to the atten
the appropriate cfice listed biolaw

- 11
addressed to the Food and Drus Admin.
istration, 5600 Fishers Lane, rioczvilie,
Md. 20852:

Supplements (identify w'th NDA number):
Cifice of Scientiiic Evaluation (BD-:30),
Bureau of Drugs.

Origina! abbreviated aew-drug epuliceilcus
{identify as such): Drug Eglicacy S:udy
Implementatios Project Olice (BD~€oy,
Bureau of Drugs.

Request for the ACViDmys report: Druz £f-
fAcacy Study Information Control {(BDw57),
Burcau of Drugs.

All ‘other communications recarding th!s an-

nouicament: Divzy FTicacy Study I

nieniarion Profcuy Olice (BD-50), Bur

of Drugs.

This notice i3 iesuad pursuant to pro-
visions «f the Fedeynl Teod, Dru
CUInICilc ACT {89Ch. abl, U2, ot
1030-53, as amzndsA: 21 U.EC. .
and under the authority dolesszied
Coummissioner of Food and Drudw
CFR 2.120).

Daled: July 11, 1972,

SaM D. IiNe,
Assceigie Comeissioner
Jor Comilianea,
{FR Doc.72-11723 Filed 7-27-72;8:48 am}

[PESI 5267}
FARENTERAL MIZTURIAL DIURETIC

Drugs for Human Use; Drug Efficacy
Study Implementation

The Food and Drug Administration
has evaluated reports received from he
National Academy of Sciences-Matisnnl
Reszearch Council, Drug Eilicacy Study
Ciroun, ont the {ellowineg morourinl dlaves-
1es for parenaral une:

1. Cumertilin Injectable, containing
mercumatilin; Endo Laboratieries. Inc.,
subsicdiary of E. I. du Pont de Nemours &
Co., Inc.. 1000 Stewart Avenue, Garusn
Citv. N.Y. 11539 (NDA 7-519).

2. Thiomerin Injection and Thiomerin
Lyophizized Powder for Injecction. con-

tamm'* <od1um mr‘uﬁptomeun' Wretiy

1870 33 F.R. 11273», as follow
“nr ‘.o‘ 'e'-s oi : : roved”!
noica-
the Dacis
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